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Accomplishment Instructions of Boeing 
Special Attention Service Bulletin 747–25– 
3428, Revision 3, dated June 14, 2012. Do all 
applicable corrective actions before further 
flight. Options provided in Boeing Special 
Attention Service Bulletin 747–25–3428, 
Revision 3, dated June 14, 2012, for 
determining the correct assembly of the 
latches are acceptable for the corresponding 
requirement of this paragraph. 

(h) Concurrent Requirements 

For Groups 1, 5, 10, and 13 airplanes, as 
identified in Boeing Special Attention 
Service Bulletin 747–25–3428, Revision 3, 
dated June 14, 2012: Prior to or concurrently 
with accomplishing the actions required by 
paragraph (g) of this AD, replace the 
packboard cap nuts with flush-type inserts, 
reinforce the lower packboard support 
bracket attachments, install hooks, modify 
the lower liner of the main entry door and 
packboard, and remove the ‘‘Press to Test’’ 
circuit panel and associated circuitry, in 
accordance with the Accomplishment 
Instructions of Boeing Service Bulletin 747– 
25–2425, Revision 1, dated September 7, 
1979. 

(i) Credit for Previous Actions 

This paragraph provides credit for the 
applicable concurrent actions required by 
paragraph (h) of this AD, if those actions 
were performed before the effective date of 
this AD using Boeing Service Bulletin 747– 
25–2425, dated August 25, 1978, which is not 
incorporated by reference in this AD. 

(j) Alternative Methods of Compliance 
(AMOCs) 

(1) The Manager, Seattle Aircraft 
Certification Office (ACO) FAA, has the 
authority to approve AMOCs for this AD, if 
requested using the procedures found in 14 
CFR 39.19. In accordance with 14 CFR 39.19, 
send your request to your principal inspector 
or local Flight Standards District Office, as 
appropriate. If sending information directly 
to the manager of the ACO, send it to the 
attention of the person identified in the 
Related Information section of this AD. 
Information may be emailed to: 9-ANM- 
Seattle-ACO-AMOC-Requests@faa.gov. 

(2) Before using any approved AMOC, 
notify your appropriate principal inspector, 
or lacking a principal inspector, the manager 
of the local flight standards district office/ 
certificate holding district office. 

(3) An AMOC that provides an acceptable 
level of safety may be used for any repair 
required by this AD if it is approved by the 
Boeing Commercial Airplanes Organization 
Designation Authorization (ODA) that has 
been authorized by the Manager, Seattle 
ACO, to make those findings. For a repair 
method to be approved, the repair must meet 
the certification basis of the airplane, and the 
approval must specifically refer to this AD. 

(k) Related Information 

(1) For more information about this AD, 
contact Sarah Piccola, Aerospace Engineer, 
Cabin Safety and Environmental Systems 
Branch, ANM–150S, FAA, Seattle Aircraft 
Certification Office, 1601 Lind Avenue SW., 
Renton, WA 98057–3356; phone: 425–917– 

6483; fax: 425–917–6590; email: 
sarah.piccola@faa.gov. 

(2) For Boeing service information 
identified in this AD, contact Boeing 
Commercial Airplanes, Attention: Data & 
Services Management, P. O. Box 3707, MC 
2H–65, Seattle, WA 98124–2207; telephone 
206- 544–5000, extension 1; fax 206–766– 
5680; Internet https:// 
www.myboeingfleet.com. For Goodrich 
service information identified in this AD, 
contact Goodrich Corporation, Aircraft 
Interior Products, ATTN: Technical 
Publications, 3414 South Fifth Street, 
Phoenix, AZ 85040–1169; telephone 602– 
243–2200; Internet http:// 
www.goodrich.com/TechPubs. You may also 
review copies of the referenced service 
information at the FAA, Transport Airplane 
Directorate, 1601 Lind Avenue SW., Renton, 
WA. For information on the availability of 
this material at the FAA, call 425–227–1221. 

Issued in Renton, Washington, on February 
1, 2013. 
Ali Bahrami, 
Manager, Transport Airplane Directorate, 
Aircraft Certification Service. 
[FR Doc. 2013–02896 Filed 2–7–13; 8:45 am] 
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ACTION: Proposed rule. 

SUMMARY: The Food and Drug 
Administration (FDA) is proposing to 
classify the eyelid weight into class II 
(special controls). The eyelid weight 
may be adhered to the outer skin of the 
upper eyelid (external eyelid weight) or 
implanted into the upper eyelid 
(implantable eyelid weight), and is 
intended for the gravity assisted 
treatment of lagophthalmos (incomplete 
eyelid closure). FDA is also giving 
notice of its intent to exempt the 
external eyelid weight device from the 
premarket notification requirements of 
the Federal Food, Drug, and Cosmetic 
Act (FD&C Act). After considering 
public comments on the proposed 
classification, FDA will publish a final 
regulation classifying this device type. 
DATES: Submit either electronic or 
written comments by May 9, 2013. See 
section IV of this document for the 
proposed effective date of a final rule 
that may issue based on this proposal. 

ADDRESSES: You may submit comments, 
identified by Docket No. FDA–2013–N– 
0069, by any of the following methods: 

Electronic Submissions 
Submit electronic comments in the 

following way: 
• Federal eRulemaking Portal: http:// 

www.regulations.gov. Follow the 
instructions for submitting comments. 

Written Submissions 
Submit written submissions in the 

following way: 
• Mail/Hand delivery/Courier (for 

paper or CD–ROM submissions): 
Division of Dockets Management (HFA– 
305), Food and Drug Administration, 
5630 Fishers Lane, rm. 1061, Rockville, 
MD 20852. 

Instructions: All submissions received 
must include the Agency name and 
Docket No. FDA–2013–N–0069 for this 
rulemaking. All comments received may 
be posted without change to http:// 
www.regulations.gov, including any 
personal information provided. For 
additional information on submitting 
comments, see the ‘‘Comments’’ heading 
of the SUPPLEMENTARY INFORMATION 
section of this document. 

Docket: For access to the docket to 
read background documents or 
comments received, go to http:// 
www.regulations.gov and insert the 
docket number, found in brackets in the 
heading of this document, into the 
‘‘Search’’ box and follow the prompts 
and/or go to the Division of Dockets 
Management, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852. 
FOR FURTHER INFORMATION CONTACT: Tina 
Kiang, Center for Devices and 
Radiological Health, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Bldg. 66, rm. 2414, Silver Spring, 
MD 20993–0002, 301–796–6860, 
Tina.Kiang@fda.hhs.gov. 

SUPPLEMENTARY INFORMATION:

I. Background 

A. Statutory and Regulatory Authorities 

The FD&C Act (21 U.S.C. 301 et seq.), 
as amended by the Medical Device 
Amendments of 1976 (Pub. L. 94–295), 
the Safe Medical Devices Act of 1990 
(Pub. L. 101–629), and the Food and 
Drug Administration Modernization Act 
of 1997 (Pub. L. 105–115), among other 
amendments, established a 
comprehensive system for the regulation 
of medical devices intended for human 
use. Section 513 of the FD&C Act (21 
U.S.C. 360c) established three categories 
(classes) of devices, depending on the 
regulatory controls needed to provide 
reasonable assurance of their safety and 
effectiveness. The three categories of 
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devices are class I (general controls), 
class II (special controls), and class III 
(premarket approval). 

Under section 513 of the FD&C Act, 
FDA refers to devices that were in 
commercial distribution before May 28, 
1976 (the date of enactment of the 
Medical Device Amendments of 1976), 
as ‘‘preamendments devices.’’ FDA 
classifies these devices after the Agency 
takes the following steps: 

• Receives a recommendation from a 
device classification panel (an FDA 
advisory committee); 

• Publishes the panel’s 
recommendation for comment, along 
with a proposed regulation classifying 
the device; and 

• Publishes a final regulation 
classifying the device. 
FDA has classified most 
preamendments devices under these 
procedures. 

A person may market a 
preamendments device that has been 
classified into class III through 
premarket notification procedures, 
without submission of a premarket 
approval application until FDA 
publishes a final regulation under 
section 515(b) of the FD&C Act (21 
U.S.C. 360e(b)) requiring premarket 
approval. 

Section 510(m) of the FD&C Act (21 
U.S.C. 360(m)) provides that a class II 
device may be exempted from the 
premarket notification requirements 
under section 510(k) of the FD&C Act, 
if the Agency determines that premarket 
notification is not necessary to assure 
the safety and effectiveness of the 
device. FDA has determined that 
premarket notification is not necessary 
to assure the safety and effectiveness of 
the external eyelid weight. 

B. Regulatory History of the Device 

After the enactment of the Medical 
Device Amendments of 1976, FDA 

commenced to identify and classify all 
preamendments devices, in accordance 
with section 513(b) of the FD&C Act. In 
the Federal Register of September 2, 
1987 (52 FR 33346), FDA classified a 
total of 109 generic types of ophthalmic 
devices. The eyelid weight was not 
identified in this initial effort. FDA has 
regulated eyelid weights as devices 
requiring premarket notification (section 
510(k) of the FD&C Act). Eyelid weights 
currently on the market have been 
determined to be substantially 
equivalent to devices that were in 
commercial distribution prior to May 
28, 1976. 

Consistent with the FD&C Act and the 
regulations, FDA consulted with the 
Ophthalmic Devices Panel (the Panel), 
an FDA advisory committee, regarding 
the classification of this device type on 
January 13 and 14, 2000 (Ref. 1). 

II. Panel Recommendation 

A. Identification 
An eyelid weight is a prescription 

device made of gold, tantalum, 
platinum, iridium, or surgical grade 
stainless steel that is rectangular in 
shape and contoured to the shape of the 
eye. The device is intended for the 
gravity assisted treatment of 
lagophthalmos (incomplete eyelid 
closure). The external eyelid weight is 
adhered to the outer skin of the upper 
eyelid. The implantable eyelid weight is 
implanted into the upper eyelid. 

B. Recommended Classification of the 
Panel 

The Panel recommended that the 
eyelid weight, both external and 
implantable, be classified into class II. 
The Panel also recommended that the 
external eyelid weight be exempt from 
premarket notification requirements. 
The Panel believed that class II 
classification (with special controls 
appropriate for the external eyelid 

weight and special controls appropriate 
for the implantable eyelid weight) 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. 

C. Summary of Reasons To Support the 
Proposed Panel Recommendation 

The Panel considered information 
from the scientific literature review 
conducted by FDA, FDA’s extensive 
regulatory experience with the device 
type, and the Panel members’ personal 
knowledge of and clinical experience 
with the device type. The Panel also 
considered the long history of safety and 
effectiveness of the device, both external 
and implantable, over many years of 
clinical use. The Panel recommended 
that the eyelid weight, external and 
implantable, be classified into class II 
because the Panel concluded that 
special controls, in addition to general 
controls, would provide reasonable 
assurance of the safety and effectiveness 
of the device type, and that there is 
sufficient information to establish 
special controls to provide such 
assurance for both the external and 
implantable eyelid weight. The Panel 
also recommended that the external 
eyelid weight be exempt from premarket 
notification requirements, while the 
implantable eyelid weight would not be 
exempt from premarket notification. 

D. Risks to Health and Special Controls 

Based on the Panel’s discussion and 
recommendations and FDA’s experience 
with the device, the risks to health 
associated with the external eyelid 
weight and the proposed measures to 
mitigate these risks are identified in 
table 1 of this document; the risks to 
health associated with the implantable 
eyelid weight and the proposed 
measures to mitigate these risks are 
identified in table 2 of this document. 

TABLE 1—HEALTH RISKS AND MITIGATION MEASURES FOR THE EXTERNAL EYELID WEIGHT 

Identified risk Mitigation measures 

Mild adverse tissue reaction ............................................................................................................................ Biocompatibility testing and labeling. 
Magnetic resonance (MR) incompatibility ........................................................................................................ Nonclinical testing and labeling. 
Temporary induced astigmatism (which can result in blurred vision requiring glasses) ................................. Labeling. 
Ptosis (droopy eyelid) ....................................................................................................................................... Labeling. 

Risks associated with the use of the 
external eyelid weight are related to the 
placement of the device and the 
material of which it is composed. 
Biocompatibility testing will mitigate 
the risk of mild adverse tissue reaction; 
nonclinical testing will mitigate the risk 
of MR incompatibility; labeling will 
mitigate the risks of mild adverse tissue 

reaction, temporary induced 
astigmatism, and ptosis, and 
communicate potential MR 
incompatibility. 

FDA believes that the following 
special controls, in addition to general 
controls, can address the risks to health 
in table 1 of this document and provide 
reasonable assurance of safety and 

effectiveness of the device: (1) Testing 
demonstrating the biocompatibility of 
the device; (2) and nonclinical testing 
evaluating the compatibility of the 
device in a MR environment. In 
addition, under 21 CFR 801.109, the 
sale, distribution, and use of the device 
are restricted to prescription use. 
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TABLE 2—HEALTH RISKS AND MITIGATION MEASURES FOR THE IMPLANTABLE EYELID WEIGHT 

Identified risk Mitigation measures 

Adverse tissue reaction ............................................................................................................................ Biocompatibility testing and labeling. 
Device migration ...................................................................................................................................... Biocompatibility testing and labeling. 
Extrusion through the eyelid .................................................................................................................... Biocompatibility testing and labeling. 
Infection .................................................................................................................................................... Sterility testing. 
MR incompatibility .................................................................................................................................... Nonclinical testing and patient labeling. 
Induced astigmatism (which can result in blurred vision requiring glasses) ........................................... Labeling. 
Ptosis ........................................................................................................................................................ Labeling. 

There are additional risks for the 
implantable eyelid weight, related to the 
more invasive position of the device, 
which include infection, device 
migration, and extrusion through the 
eyelid. In addition to special controls 
regarding biocompatibility testing and 
nonclinical testing for MR compatibility 
and labeling special controls, FDA is 
proposing special controls for the 
implantable eyelid weight addressing 
sterility and patient labeling. 
Biocompatibility testing will mitigate 
the risk of adverse tissue reaction, 
device migration, and extrusion through 
the eyelid. Sterility testing will mitigate 
the risk of infection. Nonclinical testing 
will mitigate the risk of MR 
incompatibility. Patient labeling will 
communicate potential MR 
incompatibility or the conditions for 
safe use in an MR environment. 
Labeling will mitigate the risk of 
adverse tissue reaction, device 
migration, extrusion through the eyelid, 
induced astigmatism, and ptosis. 

FDA believes that the following 
special controls, in addition to general 
controls, will address the risks to health 
in table 2 of this document and provide 
reasonable assurance of safety and 
effectiveness of the implantable eyelid 
weight: (1) Testing demonstrating the 
biocompatibility of the device; (2) 
testing demonstrating the sterility and 
shelf life of the device; (3) nonclinical 
testing evaluating the compatibility of 
the device in an MR environment; and 
(4) patient labeling to convey 
information regarding the safety and 
compatibility of the device in an MR 
environment, the conditions under 
which a patient with the device can be 
safely scanned, and a mechanism for a 
healthcare provider to obtain detailed 
information about MR safety and 
compatibility if needed. In addition, 
under § 801.109, the sale, distribution, 
and use of the device are restricted to 
prescription use. 

III. Proposed Classification and FDA’s 
Findings 

To better inform the Agency’s 
proposed classification of the eyelid 
weight device type as described in this 

proposed rule, FDA conducted a review 
of the literature that included relevant 
scientific and medical information 
published through 2011 (see 
representative articles in Refs. 2 through 
20). FDA has received no reports of 
adverse events related to external or 
implantable eyelid weights. Based upon 
this updated review of the literature and 
FDA’s continued premarket and 
postmarket experience with the device 
type, FDA agrees with the Panel’s 
recommendation that the eyelid weight 
be classified into class II. FDA believes 
that special controls for both the 
external and implantable eyelid weight, 
in addition to general controls, would 
provide reasonable assurance of the 
safety and effectiveness of the device, 
and there is sufficient information to 
establish special controls to provide 
such assurance. FDA also agrees with 
the Panel’s recommendation that 
premarket notification is not necessary 
to assure the safety and effectiveness of 
the external eyelid weight and, 
therefore, the Agency is giving notice of 
intent to exempt the external eyelid 
weight device from premarket 
notification requirements. 

IV. Proposed Effective Date 
FDA proposes that any final 

regulation based on this proposal 
become effective 30 days after its date 
of publication in the Federal Register. 

V. Environmental Impact 
The Agency has determined under 21 

CFR 25.34(b) that this action is of a type 
that does not individually or 
cumulatively have a significant effect on 
the human environment. Therefore, 
neither an environmental assessment 
nor an environmental impact statement 
is required. 

VI. Analysis of Impacts 

A. Introduction 
FDA has examined the impacts of the 

proposed rule under Executive Order 
12866, Executive Order 13563, the 
Regulatory Flexibility Act (5 U.S.C. 
601–612), and the Unfunded Mandates 
Reform Act of 1995 (Public Law 104–4). 
Executive Orders 12866 and 13563 

direct Agencies to assess all costs and 
benefits of available regulatory 
alternatives and, when regulation is 
necessary, to select regulatory 
approaches that maximize net benefits 
(including potential economic, 
environmental, public health and safety, 
and other advantages; distributive 
impacts; and equity). The Agency 
believes that this proposed rule is not a 
significant regulatory action as defined 
by Executive Order 12866. 

The Regulatory Flexibility Act 
requires Agencies to analyze regulatory 
options that would minimize any 
significant impact of a rule on small 
entities. Because classifying these 
devices as class II will relieve 
manufacturers of external eyelid 
weights of the cost of complying with 
the premarket notification requirements 
of section 515 of the FD&C Act, and may 
permit small potential competitors to 
enter the marketplace by lowering costs, 
the Agency certifies that the proposed 
rule will not have a significant 
economic impact on a substantial 
number of small entities. 

Section 202(a) of the Unfunded 
Mandates Reform Act of 1995 requires 
that Agencies prepare a written 
statement, which includes an 
assessment of anticipated costs and 
benefits, before proposing ‘‘any rule that 
includes any Federal mandate that may 
result in the expenditure by State, local, 
and tribal governments, in the aggregate, 
or by the private sector, of $100,000,000 
or more (adjusted annually for inflation) 
in any one year.’’ The current threshold 
after adjustment for inflation is $139 
million, using the most current (2011) 
Implicit Price Deflator for the Gross 
Domestic Product. FDA does not expect 
this proposed rule to result in any 1- 
year expenditure that would meet or 
exceed this amount. 

B. Summary 

The proposed rule would exempt 
manufacturers of external eyelid 
weights from submitting a premarket 
notification, provided they meet certain 
special controls. Manufacturers of 
implantable eyelid weights would still 
be required to submit a premarket 
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notification and meet certain special 
controls. Because the proposed special 
controls are similar to those in place 
currently, we do not expect there to be 
any new costs to society. FDA has 
concluded that maintaining current 
controls will place no additional costs 
on producers and that meeting these 
special controls provides reasonable 
assurance that the devices are safe and 
effective. The special controls are not 
expected to pose new risks, and thus 
costs, to public health. 

Adopting the proposed rule is 
expected to benefit society by removing 
the costs associated with preparing, 
reviewing, and responding to premarket 
notifications for manufacturers of 
external eyelid weights. We estimate the 
annual costs savings to be $3,438. Over 
20 years, the estimated present 
discounted value of the savings ranges 
from $28,746, at a 3-percent discount 
rate, to $20,470 at a 7-percent discount 
rate. 

C. Preliminary Regulatory Impact 
Analysis 

1. Benefits 

Adopting the proposed rule would 
exempt manufacturers of external eyelid 
weights from submitting premarket 
notification, resulting in cost savings 
that are approximately equal to the 
expenses necessary to prepare, review, 
and respond to premarket notifications. 
To calculate these expenses, we 
multiply the average value of resources 
necessary to prepare, review, and 
respond to premarket notifications by 
the annual reduction in time spent 
working on these reports [= (the average 
cost to prepare, review, and respond to 
a premarket notification) * (annual 
reduction in number of premarket 
notifications for external eyelid 
weights)]. 

In the past decade, FDA has received 
one premarket notification related to 
external eyelid weights. The Agency 
expects this trend to remain relatively 
stable over time, and thus projects that 
implementing the proposed rule would 
result in an average annual reduction of 
0.1 premarket notifications (= 1/10). 

The average cost to prepare a 
premarket notification roughly equals 
the average number of pages per report 
multiplied by the average cost to 
prepare one page. FDA reviewers 
indicate that, in the last decade the 
average premarket notification on 
external eyelid weights is approximately 
91 pages long. Blozan and Tucker (Ref. 
21) indicates that it costs approximately 
$500, on average, to prepare a premarket 
notification that is roughly 24 pages 
long. This estimate indicates that the 

average cost to prepare one page is $21 
(= $500/24). Updated to 2011 dollars, 
per page costs roughly equal $37.78 
(Ref. 22). Given these measures, we 
estimate the average cost to prepare a 
premarket notification is approximately 
$3,438 (= 91 * $37.78). 

The average cost to review one 
premarket notification was 
approximately $13,400 in 2004 (Ref. 23). 
Updated to 2001 dollars, this cost 
roughly equals $15,695 per premarket 
notification. Finally, most responses to 
premarket notifications are 5 pages long. 
Given that the cost to prepare one page 
is roughly $37.78, we estimate that the 
average cost to respond to a premarket 
notification roughly equals $189 (= 5 * 
$37.78). 

2. Summary and Discussion 
The proposed rule is expected to 

provide modest cost savings to society. 
We estimate that implementing the 
proposed rule is expected to result in an 
average annual cost savings equal to 
$1932 (= [0.1 reports per year] * [$3438 
+ $15,695 + $189]). Over 20 years, the 
estimated present value of the savings is 
$28,746, at a 3-percent discount rate, 
and $20,470, at a 7-percent discount 
rate. 

D. Regulatory Flexibility Analysis 
The Regulatory Flexibility Act 

requires Agencies to prepare a 
regulatory flexibility analysis if a 
proposed rule would have a significant 
effect on a substantial number of small 
businesses, non-profit organizations, 
local jurisdictions, or other entities. The 
proposed rule would exempt 
manufacturers of external eyelid 
weights from submitting a premarket 
notification. We expect this exemption 
to modestly reduce costs associated 
with gaining premarket approval, and 
thus certify that the proposed rule 
would not significantly affect a 
substantial number of small businesses, 
non-profit organizations, local 
jurisdictions, or other entities. 

VII. Paperwork Reduction Act of 1995 
This proposed rule establishes special 

controls that refer to currently approved 
collections of information found in 
other FDA regulations. These 
collections of information are subject to 
review by the Office of Management and 
Budget (OMB) under the Paperwork 
Reduction Act of 1995 (44 U.S.C. 3501– 
3520). The collections of information in 
21 CFR part 807, subpart E, have been 
approved under OMB control number 
0910–0120; the collections of 
information in 21 CFR part 801 have 
been approved under OMB control 
number 0910–0485. 

VIII. Comments 
Interested persons may submit either 

electronic comments regarding this 
document to http://www.regulations.gov 
or written comments to the Division of 
Dockets Management (see ADDRESSES). It 
is only necessary to send one set of 
comments. Identify comments with the 
docket number found in brackets in the 
heading of this document. Received 
comments may be seen in the Division 
of Dockets Management between 9 a.m. 
and 4 p.m., Monday through Friday, and 
will be posted to the docket at http:// 
www.regulations.gov. 
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List of Subjects in 21 CFR Part 886 
Medical devices, Ophthalmic goods 

and services. 
Therefore, under the Federal Food, 

Drug, and Cosmetic Act and under 
authority delegated to the Commissioner 
of Food and Drugs, it is proposed that 
21 CFR part 886 be amended as follows: 

PART 886—OPHTHALMIC DEVICES 

■ 1. The authority citation for 21 CFR 
part 886 continues to read as follows: 

Authority: 21 U.S.C. 351, 360, 360c, 360e, 
360j, 371. 

■ 2. Section 886.5700 is added to 
subpart F to read as follows: 

§ 886.5700 Eyelid weight. 
(a) Identification. An eyelid weight is 

a prescription device made of gold, 
tantalum, platinum, iridium, or surgical 
grade stainless steel that is rectangular 
in shape and contoured to the shape of 
the eye. The device is intended for the 
gravity assisted treatment of 
lagophthalmos (incomplete eyelid 
closure). 

(1) The external eyelid weight is 
adhered to the outer skin of the upper 
eyelid. 

(2) The implantable eyelid weight is 
implanted into the upper eyelid. 

(b) Classification. (1) Class II (special 
controls) for the external eyelid weight. 
The external eyelid weight is exempt 
from the premarket notification 
procedures in subpart E of part 807 of 
this chapter subject to the limitations in 
§ 886.9. The special controls for the 
external eyelid weight are: 

(i) Testing demonstrating the 
biocompatibility of the device; 

(ii) Nonclinical testing evaluating the 
compatibility of the device in a 
magnetic resonance (MR) environment; 

(iii) Labeling to include all 
information required for the safe and 
effective use of the device as outlined in 
§ 801.109(c) of this chapter, including 
specific instructions regarding the 
proper placement, sizing, and removal 
of the device; and 

(2) Class II (special controls) for the 
implantable eyelid weight. The special 
controls for the implantable eyelid 
weight are: 

(i) Testing demonstrating the 
biocompatibility of the device; 

(ii) Testing demonstrating the sterility 
and shelf life of the device; 

(iii) Nonclinical testing evaluating the 
compatibility of the device in an MR 
environment. 

(iv) Patient labeling to convey 
information regarding the safety and 
compatibility of the device in an MR 
environment, the conditions under 
which a patient with the device can be 
safely scanned, and a mechanism for a 
healthcare provider to obtain detailed 
information about MR safety and 
compatibility if needed. 

Dated: February 1, 2013. 
Leslie Kux, 
Assistant Commissioner for Policy. 
[FR Doc. 2013–02862 Filed 2–7–13; 8:45 am] 

BILLING CODE 4160–01–P 

DEPARTMENT OF JUSTICE 

Bureau of Prisons 

28 CFR Part 571 

[BOP–1090–P] 

RIN 1120–AA85 

Designation of Offenses 

AGENCY: Federal Bureau of Prisons, 
Department of Justice. 
ACTION: Proposed rule. 

SUMMARY: The Bureau of Prisons 
(Bureau) proposes to remove rules 
which designate various offenses as 
sexual offenses for purposes of U.S. 
Code because that provision, which 
necessitated regulations, has been 
repealed in relevant part. 
DATES: Comments are due by April 9, 
2013. 
FOR FURTHER INFORMATION CONTACT: 
Sarah Qureshi, Office of General 
Counsel, Bureau of Prisons, phone (202) 
307–2105. 
SUPPLEMENTARY INFORMATION: 

Posting of Public Comments 
Please note that all comments 

received are considered part of the 
public record and made available for 
public inspection online at 
www.regulations.gov. Such information 
includes personal identifying 
information (such as your name, 
address, etc.) voluntarily submitted by 
the commenter. 

If you want to submit personal 
identifying information (such as your 
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